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DETAILED ACTION 

Status of objections and rejections 

1 . Amendment filed in the paper of December 12, 2007 has been entered. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 1-8, and 17-21 are cancelled. 

Claims 9-16 are pending. 

Claims 9-16 are examined on merits in this Office action. 

The objections to the specification have been withdrawn in light of amendments 
to the specification. 

The objections to claims 9-13, and 16 have been withdrawn in light of claim 
amendments. 

The rejection of claims 9-15 under 35 U.S.C. 101 for claiming the invention 
directed to non-statutory subject matter is withdrawn in light of claim amendments. 

The rejection of claims 9-16 under 35 U.S.C. 112, 1 st paragraph (written 
description) is withdrawn in light of the claim amendments. 

The rejection of claims 9, and 11-15 under 35 U.S.C. 102(b) is withdrawn in light 
of the claim amendments. 

This action is made FINAL. 



Application/Control Number: 10/552,552 Page 3 

Art Unit: 1638 

Claim Objections 

2. Claim 14 remains objected for the reason of record stated in the Office action 
mailed June 12, 2006. It is suggested to change "Seeds" to --A seed--. 

Appropriate action is required. 

Claim Rejections - 35 USC §112 

3. Claims 9-1 6 are rejected under 35 U.S.C. 1 1 2, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. This rejection has been necessitated due to the 
claim amendment filed in the paper of December 12, 2007. 

Claim 9 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite in 
its recitation "further comprising an antisense nucleotide sequence of at least 20 
consecutive nucleotides of the complement of a coding region of a nucleotide 
sequence encoding a protein comprising the amino acid sequence of SEQ ID No. 1 or 
of the complement of the nucleotide sequence of SEQ ID No. 3, wherein said sense 
and antisense nucleotide sequence are capable of forming a double stranded RNA 
region comprising said at least 20 consecutive nucleotides", which is confusing since it 
is unclear how an antisense sequence of the complementary sequence of a sense 
sequence would anneal with a sense sequence to form a double stranded RNA. An 
antisense sequence of a complementary sequence of a sense sequence would read on 
sense sequence. It is unclear what is intended. In order to form a double stranded 
inhibitory molecule, a sense and antisense sequences have to be complementary to 
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each other and separated by a spacer. Furthermore, it is unclear whether "a DNA" 
region as recited in part II of the claim is operably linked to the plant expressible 
promoter and transcription termination region. 

Dependent claims 10-14 are also rejected because they fail to overcome the 
deficiencies of claim 9. 

Claim 16 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
in its recitation "further comprising an antisense nucleotide sequence of at least 21 to 
100 consecutive nucleotides of the complement of a nucleotide sequence encoding a 
protein comprising the amino acid sequence of SEQ ID No. 1 or the nucleotide 
sequence of SEQ ID No. 3, wherein said sense and antisense nucleotide sequence are 
capable of forming a double stranded RNA region comprising said at least 21 to 100 
consecutive nucleotides", which is confusing since it is unclear how the antisense 
sequence of the complementary sequence of a sense sequence would anneal with a 
sense sequence to form a double stranded RNA. An antisense sequence of a 
complementary sequence of a sense sequence would read on sense sequence. It is 
unclear what is intended. In order to form a double stranded inhibitory molecule, a 
sense and antisense sequences have to be complementary to each other and 
separated by a spacer. Furthermore, it is unclear whether "a DNA" region as recited in 
part II of the claim is operably linked to the plant expressible promoter and transcription 
termination region. 

Dependent claim 15 is also rejected because it fails to overcome the deficiency 
of claim 16. 
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Appropriate action is required. 

Claim Rejections - 35 USC §112 

4. Claims 9-16 remain rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for a DNA molecule comprising a plant expressible 
promoter operably linked to an 1 63 bp of ParG coding sequence of SEQ ID NO: 3 
(positions 973 to 1 135) in sense and antisense orientation separated by an intron, and 
further operably linked to 3' transcription termination signals, to produce an inhibitory 
double-stranded RNA molecule when expressed in transgenic Arabidopsis, Brassica or 
tobacco plant, and wherein said transgenic plant exhibits high light stress tolerance, or a 
method of producing said transgenic plant using said DNA molecule, does not 
reasonably provide enablement for a DNA molecule comprising at least 20, or 21 to 100 
nucleotides in sense and antisense orientation from any region of a nucleotide 
sequence encoding the protein of SEQ ID NO: 1 . The claims contain subject matter 
which was not described in the specification in such a way as to enable any person 
skilled in the art to which it pertains, with which it is most nearly connected, to make and 
use the invention commensurate in scope with these claims for the reasons of record as 
stated in the Office action mailed on June 12, 2006. Applicant traverses the rejection in 
the paper filed on December 12, 2007. 

Applicant argues that amendment to claims filed in the paper should overcome 
all enablement issues (response, pg 10, lines 1-5). 

Applicant's argument was fully considered but was deemed to be unpersuasive. 
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It must be emphasized that the breadth of claims encompass inhibiting 
endogenous ParG gene expression in a plant {Arabidopsis, Brassica or tobacco) using 
20, or 21 to 100 consecutive nucleotides of a nucleotide sequence encoding SEQ ID 
NO: 1 . While the specification provides guidance on using 163 bp region (positions 
973 to 1 135) of SEQ ID NO: 3 in obtaining ParG gene suppression effect in transgenic 
Arabidopsis and tobacco plants, it does not provide guidance whether sequences of 20, 
or 21 to 100 bp in size and derived from any region of a nucleotide sequence encoding 
SEQ ID NO: 1 would produce ParG gene suppression effect when expressed in said 
plant species. 

It is maintained that using DNA sequences to reduce expression of the 
endogenous corresponding gene through the mechanism of antisense/sense or dsRNAi 
based suppression methods is highly unpredictable. See for example, Arziman et al. 
(Nucleic Acids Research, 33:582-588, 2005) who teach that although a dsRNA should 
be designed to match to one specific gene, off-target effects can occur if SiRNAs have 
sequence homology to genes that are not supposed to be targeted. The knock-down of 
target might differ depending on the efficiency of SiRNA derived from long dsRNA. It is 
further maintained that the stability of a double-stranded RNA would also depend upon 
a number of factors, such as sequence composition (e.g., GC content), thermodynamic 
stability and sequence length etc. 

In the absence of guidance, undue experimentation would have been required by 
a skilled artisan to determine how to use 20, or 21 to 100 consecutive bp of a nucleotide 
sequence encoding SEQ ID NO: 1, in a method of obtaining high light stress tolerance 
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transgenic plant through the gene suppression of endogenous ParG gene expression in 
said plant. See Genentech, Inc. v. Novo Nordisk, A/S . USPQ2d 1001, 1005 (Fed. Cir. 
1997), which teaches that "the specification, not the knowledge of one skilled in the art" 
must supply the enabling aspects of the invention. 
Accordingly, the rejection is maintained. 

Claim Rejections - 35 USC § 102 

5. Claims 9-16 remain rejected under 35 U.S.C. 102(a) as being anticipated by 
Chang et al. (WIPO, WO 03/000898, Published January 3, 2003, Applicant's IDS) for 
the reasons of record stated in the Office action mailed on June 12, 2007. Applicant 
traverses the rejection in the paper filed on December 12, 2007. 

It is noted that Applicant's traversal did not include any arguments. 

It is, therefore, maintained that Chang et al. disclose a transgenic plant and a 
method of making a transgenic plant comprising transformation of said plant with a DNA 
expression cassette comprising a plant-expressible promoter operably linked to a ParG 
(poly(ADP-ribose) glycohydrolase) nucleotide sequence as defined in SEQ ID NO: 550 
which is identical in sequence to instant SEQ ID NO: 3, and wherein said nucleotide 
sequence is in antisense orientation relative to the promoter, and transcribes to yield a 
ParG molecule which inhibits the expression of endogenous ParG expression of the 
transformed plant. The reference also discloses down-regulation of endogenous ParG 
gene expression in a plant comprising transformation of a DNA construct comprising 
sense and antisense sequences of SEQ ID NO: 550 which yields a double stranded 
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RNAi (inhibitory molecule) to down-regulate or inhibit endogenous ParG gene 
expression in said plant. The reference discloses seeds of the transformed plant and a 
method of transferring said DNA expression cassette to a non-transgenic plant through 
crossing between said transgenic plant and the plant lacking said DNA expression 
cassette. The reference also discloses transgenic Arabidopsis or Brassica plants 
comprising said DNA expression cassette. See in particular, SEQ ID NO: 550; claims 
27-57, 57-58, 63-67; pages 98-99, 100-108. 

The property of tolerance to high light stress in the transgenic plant expressing 
ParG double stranded RNAi would also be inherent to the double stranded inhibitory 
RNA molecule comprising sense and antisense sequences of ParG coding sequence 
(SEQ ID NO: 550) disclosed in the reference. 

Conclusions 

6. Claims 9-16 remain rejected. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 
706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 CFR 
1.136(a). 

A shortened statutory period for reply to this action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is set to expire 
within TWO MONTHS of the mailing date of this final action and the advisory action is 
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not mailed until after the end of the THREE-MONTH shortened statutory period, then 
the shortened statutory period will expire on the date the advisory action is mailed, and 
any extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date 
of the advisory action. In no event, however, will the statutory period for reply expire 
later than SIX MONTHS from the date of this final action. 



Contact Information 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Vinod Kumar whose telephone number is (571) 272- 
4445. The examiner can normally be reached on 8.30 a.m. to 5.00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anne Marie Grunberg can be reached on (571)272-0975. The fax phone 
number for the organization where this application or proceeding is assigned is 703- 
872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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